§20.62

(1) When the Food and Drug Adminis-
tration receives a request for such
records and determines that disclosure
may be required, the Food and Drug
Administration will make reasonable
efforts to notify the submitter about
these facts. The notice will include a
copy of the request, and it will inform
the submitter about the procedures and
time limits for submission and consid-
eration of objections to disclosure. If
the Food and Drug Administration
must notify a large number of submit-
ters, notification may be done by post-
ing or publishing a notice in a place
where the submitters are reasonably
likely to become aware of it.

(2) The submitter has 5 working days
from receipt of the notice to object to
disclosure of any part of the records
and to state all bases for its objections.

(3) The Food and Drug Administra-
tion will give consideration to all bases
that have been stated in a timely man-
ner by the submitter. If the Food and
Drug Administration decides to dis-
close the records, the Food and Drug
Administration will notify the sub-
mitter in writing. This notice will
briefly explain why the agency did not
sustain the submitter’s objections. The
Food and Drug Administration will in-
clude with the notice a copy of the
records about which the submitter ob-
jected, as the agency proposes to dis-
close them. The notice will state that
the Food and Drug Administration in-
tends to disclose the records 5 working
days after the submitter receives the
notice unless a U.S. District Court or-
ders the agency not to release them.

(4) If a requester files suit under the
Freedom of Information Act to obtain
records covered by this paragraph, the
Food and Drug Administration will
promptly notify the submitter.

(5) Whenever the Food and Drug Ad-
ministration sends a notice to a sub-
mitter under paragraph (e)(1) of this
section, the Food and Drug Adminis-
tration will notify the requester that
the Food and Drug Administration is
giving the submitter a notice and an
opportunity to object. Whenever the
Food and Drug Administration sends a
notice to a submitter under paragraph
(e)(3) of this section, the Food and
Drug Administration will notify the re-
quester of this fact.
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(f) The notice requirements in para-
graph (e) of this section do not apply in
the following situations:

(1) The Food and Drug Administra-
tion decided not to disclose the
records;

(2) The information has previously
been published or made generally
available;

(3) Disclosure is required by a regula-
tion issued after notice and oppor-
tunity for public comment, that speci-
fies narrow categories of records that
are to be disclosed under the Freedom
of Information Act, but in this case a
submitter may still designate records
as described in paragraph (d) of this
section, and in exceptional cases, the
Food and Drug Administration may, at
its discretion, follow the notice proce-
dures in paragraph (e) of this section;

(4) The information requested has not
been designated by the submitter as ex-
empt from disclosure when the sub-
mitter had an opportunity to do so at
the time of submission of the informa-
tion or within a reasonable time there-
after, unless the Food and Drug Admin-
istration has substantial reason to be-
lieve that disclosure of the information
would result in competitive harm; or

(6) The designation appears to be ob-
viously frivolous, but in this case the
Food and Drug Administration will
still give the submitter the written no-
tice required by paragraph (e)(3) of this
section (although this notice need not
explain our decision or include a copy
of the records), and the Food and Drug
Administration will notify the re-
quester as described in paragraph (e)(5)
of this section.

[42 FR 15616, Mar. 22, 1977, as amended at 59
FR 535, Jan. 5, 1994]

§20.62 Inter- or intra-agency memo-
randa or letters.

All communications within the Exec-
utive Branch of the Federal govern-
ment which are in written form or
which are subsequently reduced to
writing may be withheld from public
disclosure except that factual informa-
tion which is reasonably segregable in
accordance with the rule established in
§20.22 is available for public disclosure.
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